NOTICE - SOME ITEMS SUPERSEDED OR OBSOLETE

Schedule Number: NC1-088-83-03

Some items in this schedule are either obsolete or have been superseded by new
NARA approved records schedules. This information is accurate as of: 11/14/2022

ACTIVE ITEMS
These items, unless subsequently superseded, may be used by the agency to

disposition records. It is the responsibility of the user to verify the items are still
active.

All other items not listed below are active.

SUPERSEDED AND OBSOLETE ITEMS

The remaining items on this schedule may no longer be used to disposition records.
They are superseded, obsolete, filing instructions, non-records, or were lined off and
not approved at the time of scheduling. References to more recent schedules are
provided below as a courtesy. Some items listed here may have been previously
annotated on the schedule itself.

Item K-13 is superseded by N1-088-08-001, item 2.1.

Item K-14 is superseded by N1-088-07-002, item 5.2

Item K-18 is superseded by N1-088-08-001, item 2.2.

Item K-19 is superseded by N1-088-08-001, item 2.3.

Items K-20 and K-22 are superseded by N1-088-08-001, item 2.4.
Item K-23 is superseded by N1-088-08-001, item 2.5.

Item K-25 and K-29 are superseded by N1-088-07-002, item 6.1.

NOTICE - SOME ITEMS SUPERSEDED OR OBSOLETE

As of 11/14/2022 NC1-088-83-03



REQUEST FOR RECORDS DISPOSITION AUTHORITY CEAVE BLANK

(See Instructions on reverse) JOB NO.
NC1-88-83-3
TO: GENERAL SERVICES ADMINISTRATION,
NATIONAL ARCHIVES AND RECORDS SERVICE, WASHINGTON, DC 20408 SATE FECEVED
1. FROM (AGENCY OR ESTABLISHMENT) 6-28-83

Department of Health and Buman Services
2. MAJOR SUBDIVISION

NOTIFICATION TO AGENCY

Public Health Service o st i e s o 4 USC e s
3. MINOR SUBDIVISION be stamped “disposa! not approved” or “‘withdrawn” in columJ
Food and Drug Administration
4, NAME OF PERSON WITH WHO! CONFER JEL. EXT. ¢ /
Jaquelyn L. Tolson 3-/-F f
PHS Records Office 443-2055 T Date Archivist of theAUinited States

6. CERTIFICATE OF AGENCY RE ESEN{’ATIVE

t hereby certify that | am authonzed to act for this agency in m%tters pertaining to the disposal of the agency’s records;
that the records proposed for disposal in this Request of page(s) are not now needed for the business of
this agency or will not be needed after the retention periods specified.

] A Request for immediate disposal.

B Request for disposal after a specified period of time or request for permanent

retentiop.
C. DATE D. SIGNJTURE OF AGE?Y REPKESENTATIVE E. TITLE
6/20/83 DHHS Records Officer
George E. Deal
7. 8. DESCRIPTION OF ITEM 3. 10.
ITEM NO. (With tnclusive Dates or Retention Periods) sﬁ’ggLsoo“ ACTION TAKEN

This rgquest is for a change to the FDA Records Control Schedule approved on|February
23, 1978 (MARS job no. MC 1-88-78-1). This change updates the medi¢al device|record
items in the present schedule by incorporating new files establisheéd since the approval
date, deleting those no longer required, reducing retention periods when possible and
as requested by NARS, and revising file titles and descriptions as|necessary}
K-1 Deleted
K-2 Deleted
R-3 Deleted

K-4 Deleted

K-5 Establishment Inspection Reports (devices only) Res, /D i’%
Inspection forms, summary reports, findings, recammendat-

ions, and related ocorrespondence concerning the inspection
of medical device producers' facilities to determine if
they camply with Good Manufacturing Practices (GYPs). Also
used for program requirements and evaluations.

Transfer to appropiate AF jacket (see item A2-1) 2 years
after recei

,A{ W 5/75/F7 443-4055 .
FDX Re€ords Officetf Date Telephone 19 Aws

L
115,.107 e: e : STANDARD FORM 115
o ﬂ;/ Revised April, 1975

Prescribed by General Services

/V& A//VF : Administration
f% FPMR (41 CFR) 101-11.4
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K-6 | Deleted

K-7 Deleted

K-8 Deleted

K-9 ; Deleted i

K-10  Deleted (replaced by item K-22, below) ? ;

1 Form 2687 File _ | =4
D ies of form .FDA 2687 Notification of Shipment of'In ﬂé,?/ﬂ”/ . Conenar o =
{ Vitro tic Product for Investigational Use, submit- | A7/ e -
: ted by producers.

: Cutoff file at end of each year. r to Federal
* Records Center (FRC) 5 years after cutoff.
. years after cutoff.

i:/Va Chanfe

e e ——— e v et e s

K-12 . Submission for Standards .

. Equipment diagrams, production methods, quality controls, ﬂl,ﬁ/ﬁ)?// -
+ inspections for use, etc. gathered by FDA from producers,
laboratories, and professional and consumer groups. The : ,"/)'
+ information so obtained is used to develop medical device
safety and performance standards.

a. Original material '
Transfer to FRC when product standard is put into

; effect. Destroy 30 years after product standard has
; been put into effect.

~ b. Copies
Destroy after 1 year unless needed for further use.

K-13 . Classification and Reclassification Petition File
Documents relating to and supporting the classification /?1,5/5»/
¢ and reclassification of medical devices. Used to (1) I
' track progress of FDA Advisory Panels, (2) assess the ' Y I}
number and types of devices in the classification cate-
gories, (3) respond to inquiries from the public re- !
garding specific classifications, and (4) help in

establishing priority ranking for device standard
development.

a. Classification files ~_ A
Transfer to FRC 10 years after classification action
is completed. Destroy 30 years after action

completed. Aweaded b/ Lyndd //eqr)' VA4
Per Eved $idler IVAV/
115-203 Four coples, Including original, to be submitted to the National rchives STANDARD FORM 115-A

Revised July 1974
Prescribed by General Services
Administration
G193y O . STuedRT FPMR (41 CFR) 101-11.4
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b. Reclassification Petitions 3¢t:.o‘q 15 ‘”"’PA‘ fra/ !
Transfer to FRC 10 years after peetefoa—fs—teteived-
Destroy Q0 years after action is completed. A:. '
‘ IM Ad nr % oy %
K-14 Device Experience Network Reports pee f"'/-” 9/’” =
e .} Copies of form FDA 2519i,-Medical Device aand Laboratory-- e %
wee — - Product Problem..., received from U.S. Pharwmocopeia and ) T - ﬁ{-
- -+ others regarding problems-associated with device adverse ‘Z;éé}?// Ghows 15?“-
experiences. - £: "_/’ g

M ox
v

+ Transfer to FRC 3 years, —a.fter date of recelpt. Destroy

rhre o ! 8 years after receipt. & - . o ‘ & vesta
i .
K-15 ! National and International Standards Survey (ADP) _ ! ]
* System maintains medical device standard development in- ﬁ(«}/ﬂ}ﬁ/ ;
-~ -------, -formation.- Used torproduce the National Center for * o Ty
" Devices and Radiological Health Standards Survey. 1 ft'lf

Destroy (erase) individual data as they become inactive
. or are updated.

K-16 Deleted (combined with item K-15, above) : :

. Document Control (ADP)

maintains a file of data from producers. Used to l‘é/[)}/
. track an in a history of correspondence submitted
© to meet legal requit

£

: Destroy individual data as they become inaC

?
2
“(‘\

K-18 Classification Requirements of the MDA Information ,
Requests :
Reports and Agency responses as to which class a device
has been assigned and the requirements of Section 513(g)
. of the Medical Device Amendments of 1976 to the Food,
: Drug and Cosmetic Act (MDA) applicable to the device.

Transfer to FRC 5 years after action completed. Destroy
25 years after action completed.

K-19 Investigational Device Exemptions (IDEs)

Applications from producers and others to test medical
devices for safety and efficacy prior to marketing. Also,
FDA evaluations and approval decisions with supportlng

| material made under Section 520(g) of the Das.

115-203 Four coples. Including original, to be submitted to the Nationat Archives STANDARD FORM 115-A
Rewvised July 1972 )
Prescnbes by General Services
Azminmigiration
BT ETE O BTeeds FPMR (31 CFR) 101-11.4
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K-23

" Premarket Approvals. (PMAS)- . < S Il

fafer - oy
a./‘/;riginal Deytroy on vevsicdtion of microiche,
Frensfer—to-FRc—H~years—after—epprovei—decioion—ts

‘(701'/65(.
Ccpies
Destroy met—dater—thamlPyecars after e-pp-reva-l—deea-
Sieon—is—mader Fm&/ e Cro7,

[ELEN

Applications from producers and other initiators for, ap—

limited to, clinical data; test results; amendments;
supplements; labeling; promotional material; progress !
reports; adverse reactions; FDA evaluations; approvals, ;
disapprovals, and withdrawals; and related correspondence !
and other material. The information in this file is used :
to determine the safety and effectiveness of medical 5
devices.

Transfer to FRC. 5 years after last action taken. - Destroy ;
30 years after last action taken. {

Product Develqpment Protocols

ondence, -supporting data, and other material Te-
lated to € opment, submission, approval, denial,

or other action requif r Section 515(f) of .the MDAs.'

Transfer to FRC 5 years after last action t
3p years after last action taken.

Transitional Devices

Applications and related documents (“"forms 5s and 6s”
and Batch Certifications) to test and market devices,
including biologicals and antibjioloticals, received and
processed as INDs/NDAs (see items D-5 and D-6) prior to
enactment of the MDAs. Processed under provisions of
Section 520(1) of the MDAs.

Transfer to FRC 5 years after last action taken. Destroy'
25 years after last action taken.
Premarket Notifications
Correspondence and other documents received from persons
and manufacturers seeking to introduce a medical device
on the market that is substantially equivalent to an al-
ready approved device. Also, FDA evaluations and approval
decisions made under Section 510(k) of the MDAs.

Transher to FRC § Yeavs @Slev Final. Jdnm

. proval to market’Class ‘IIT products including’, but mot I~

I
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Four copies, including original, 1o be submitted to the Nationa) Archives
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aviaKe2bdeos W.Medical Device Advisory:Committee Records

ap/\,’cOriginal Dpotvey om veriSicatson of mrcyrofiche,
Pramst®F 0 FRE~whemrapprovait—dectsion-nade—end
picroftim-coptes—made—0r Rey documemrtsr—DBestroy—16-
syears—efter—approvarl tdecisior-mede.. ’

b. Microfidhe Copies Transfer To FAC G reaws after f’?"/ A“'“m
Destroﬁo years after -appﬁeni—demﬁ»l’ ch/"!

B

.'_._..._... B dtie-bo ....‘

R TR R

!

mesdet M1, |

K-27

Transfer to FRC ‘ yeax}/after final transcript is sub- '

W wissdzy |

Verbatim transcripts, minutes of meetings, and report on *

kT ~meetings_used to- document committee activities and recom-?

mendations regarding the safety and efficacy of various
devices under Section 513 and 515 of the MDAs. Also,

general, related corres ondence pertaining to the com—
mit ees.”ﬂ"a” ed e/ dme., thorrutler chronols f1él)
Vo -/vz/ wﬁ‘ Annavl Aec s 5 « €T

PERMANENT

~

mitted,
Offer to National Archives B0 years after

Device Establishment Registration

Registration forms FD 2891 and FD 289la for all device
establishments manufacturing, importing, repacking, re-
labeling, and distributing medical devices. Used to
maintain a reference file on all firms engaged in pro-
ducing and marketing medical devices.

Transfer to FRC 2 years after date of receipt. Destroy
10 years after receipt.

Government Wide Quality Assurance Program (GWQAP)
Agency evaluations (contractor profiles) of contractors' !
ability to provide quantities of safe and effective de-
vices before procurement by DOD and other agencies.

-

Original (paper)
Destroy vmaaaee after reproduced on microfilm and
verified.

b. Microfilm

Destroy 10 years after completion of evaluation.
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Four coples, including original, to be submitted to the Nationa! Archives
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K~28 Hospital Experience Reporting System (HERS) (ADP) 143/0)7/ ;
Computer media file containing data on the cature and =

causes of injuries resulting from the use of devices __“, t)‘//
and other products under FDA jurisdiction. Used to
determine which products are especially danzerous and

therefore need to be given special attention. Replaced L
-~ : the MODS file (item D-41) in 1979. : .

oc upayeg 1haestioy (erase)ror:updaterindividual dataelenghrs¥a$TE S et
i % T peeded, hot to exceed 8 years from date of entry. - ' :
Medical Devise Listing : i
Device listing form FD 2892, Medical Devica Listing, i :
with related correspondence received from producers and : T
distributors. File is used to keep an inventory of - :
regulated medical devices. ;

0
0

Transfer to FRC 6 years after receipt. Destroy 10 years
after receipt.
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